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Application Papers 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

2. Claims 1-2, 5, 8-9 and 12 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Renirie et al (U.S. 6,141,590). Regarding claims 1 and 8, Renirie 
discloses (column 3, lines 56-64) "a system for respiration-modulated pacing, 
providing rate control for controlling the rate of generating and delivering stimulus 
pulses to correspond to the sensed inspiration and expiration phases of the 
patient's respiratory cycle. A respiration sensor obtains respiration signals 
representative of the amplitude and timing of patient respiration, which are used 
for developing rate modulation signals for controlling delivery of stimulus pulses." 
The stimulus pulses (column 4, lines 6-8) "may be delivered to the vagus nerve, 
or parasympathetic nervous system during expiratory phases, to produce a 
relative decrease of cardiac rate during expiration phases." The examiner 
considers this to be monitoring at least one respirator parameter that correlates 
to the VNS intensity and regulating the stimulation intensity in response to the 
parameter. 

Regarding claims 2 and 9, Renirie discloses (column 7, lines 23-25) "the 
respiration sensor (34) provides signals which are processed at (35) to produce 
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representations both of the amplitude of the respiration signal and the onset of 
respiration." 

Regarding claims 5 and 12, Renirie discloses (column 3, lines 48-51) "a 
system and method for stimulating a patient so as to provide cardiac rate 
modulation corresponding to a normal respiratory sinus arrhythmia, i.e., 
respiratory phasic rate variation." The examiner considers this to teach 
monitoring respiratory frequency (RF). 

3. Claims 1, 3, 8 and 10 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Obel et al (U.S. 5,199,428). Obel discloses (column 3, lines 15- 
25) a method to "ameliorate myocardial ischemia and maintain adequate cardiac 
rate through stimulation of the vagal nervous system (or other effective nerves) 
as well as the heart tissue in a concerted fashion dependent upon need as 
automatically determined by the system." This is accomplished by "comparison 
of the patient's coronary sinus blood pH and/or oxygen saturation and/or 
electrocardiogram ST elevation to preset, normal threshold and triggering burst 
stimulation of the nerves until the blood gas and/or ST segment variations have 
been returned to non-clinical risk levels." The examiner considers this to teach 
monitoring at least one physiological acid-base parameters which correlate to 
VNS intensity, and regulating the stimulation intensity in response to the 
parameter. The physiological acid-base parameter is pH. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

5. Claims 4, 6-7, 1 1 and 13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Renirie et al (U.S. 6,141 ,590). Regarding claims 4, 7 and 1 1 , 
Renirie teaches the claimed invention except for the measurement of end-tidal 
carbon dioxide. It would have been an obvious matter of design choice to a 
person of ordinary skill in the art to modify the respiration parameter that is 
measured as taught by Renirie, with the end-tidal carbon dioxide level, because 
the applicant has not disclosed the end-tidal carbon dioxide detection provides 
an advantage, is used for a particular purpose, or solves a stated problem. One 
of ordinary skill in the art, furthermore, would have expected the applicant's 
invention to perform equally well with the respiratory rate and respiratory 
amplitude detection as taught by Renirie, because both of these respiratory 
parameters are representative of the effect of pacing of the vagus nerve. 
Therefore, it would have been an obvious matter of design choice to modify 
Renirie's vagus nerve pacing and detection system to obtain the invention as 
specified in the claims. 

Regarding claims 6 and 1 3, Renirie discloses the claimed invention but 
does not disclose expressly the use of a capnograph. It would have been an 
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obvious matter of design choice to a person of ordinary skill in the art to modify 
the respiration parameter monitoring as taught by Renirie, with the capnograph, 
because the applicant has not disclosed the capnograph provides an advantage, 
is used for a particular purpose, or solves a stated problem. One of ordinary skill 
in the art, furthermore, would have expected the applicant's invention to perform 
equally well with respiratory sensor as taught by Renirie, because the respiratory 
sensor is able to detect the respiratory parameters needed to adjust the pacing of 
the vagus nerve. Therefore, it would have been an obvious matter of design 
choice to modify Renirie's respiratory sensor to obtain the invention as specified 
in the claims. 

Conclusion 

6. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Deborah Malamud whose telephone number 
is (571) 272-2106. The examiner can normally be reached on Monday-Friday, 
8.00am-5.30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Robert Pezzuto can be reached on (571)272-6996. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). 
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